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Symbico^TurbuhaIef^80/4!5jby/dd^ ■» 
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Sy m b i c drt- W 

budesonide/formoterol 
Inhalation powder 



Composition 

Each artvered dose (the dose that leaves thB mouthpiece) contains 
as active constituents: -nl-c'-. M l^;-. v~ 1 

buoesonide 80 micrograms4nhaJaton and formoltfo* fenwatB 
dihydrate 4.5 mtcxogfama/inhaJallon reGpectively budesonide'' 
160 mlcrogranw/inhatation and lormoterol rumarale dlhydraie 
4.5 rntcrograms/mhaJaUon. ■ • ^ r ;- ^ 

SymDicort Turtjuhatw 80/4,5 microgram s/Inhalation deiivers'the 
same amount of budasonidc and forTnoterof as too^ corresponding . 
Turbuhalof mcnoprodu<^He' : Dudeao'rildo " : *• * 
100 micTDgrama/inhaJatlon (metered dose) anjfrformolerbl 
6 micrcgrams/inhaJation (metered oose) allamativaty labelled as 
4.S mtcragrarnsnnhalation (oetivered data) 

Symbicort Turbuhaier 160/4.5 mlc/ograms/inhalabon delivsrs-the. 
same amount of budesonide and lormotero' as the conesponcttng 
Turbuhakw monopfoducu. Lo. budesonide 
200 microgran^ inhalation ^metered dose} and formoterof 
S microgramVlnhalattda (metered do*e)'altemairvety labelled as 
4.5 mioDgramsAnhata'tlon (delivered dose). . • 
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Indication. ... ^ . int .- 

SyrpbicorJTurtXJhaler is indicated in the regular lreatment of asthma 
where use of a combination (inhated corticosteroid and long acting 
beta-eoonist) b appropriate: 

- patients not adequately controlled with tnhnled corticosteroids 
and *as needed* Inhaled short acting betay agonists. 

' patients already adequately controlled on both inhaled 
corticosteroids and long i cling beta^O 0 ™ 5 **- 

Nota: Symbicort {80/4.5 microgramsvinhatation) is not appropriate in 
patients with severe aslhma. 




Dosage and method of administration 

Svmbic oh Turhuhaler is not intended tnr thw Initial rmwaniniwinf nt 

dosage of the components of Symbicort Turbuhaier 
individual and should be adjusted lo the severity ot the disease 
should p econsjdereq' when treatment with combination products 
inUiatody iTan individual patient should require dosages outside the 
recommended regimen, appropriate doses bi beta-agonist and/or 
corticosieroids should ba prescribed. 
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Pabonts should be regularly reassessed by a doctor, so that the 
dosage ol Symbicort Turbuhaier remains optimal. The doss should 
be titrated lo t he lowest dose at whj fh nH nrtivB c ontrol nl aymnlc 
is rr^intflined JvVheh control of symptoms is maintained with the 



lowest recomrnended dosage, then the next step could include a test 
ol inhaled corticosteroid alone. 
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Recommended doses; 

AdulU:*qti{agQl93?0qt*'['l2 years and older); \ 
Symbicort TurtHiKaler 8074.5 micVograms'dose 1-i'jnhalabo^s , 
twtcf. daily. 

Syrrjbjjign Turbuhaier 160M.5 mcrograms/oose 1-2 inhalations 
twJcVcSiiy. •'• : - ; 



n usual prachce when control of symptoms, is achieved with the 
twice daily regimen, titration to the-lowest etlBctlve dosecouJd 
italude Symbicort-Turtxihater given once dai ry; ^ ; . , 

enunder 12 yaars; Efficacy and'saleiy' have noi'beeri #0lty 
studied. Iri children. Symbicort is not recommended lor cniidfeh under 
12 year* ot age, vjo^V 

Special patient groups: There is no need lo adjust the dose in 
eiderly patients. There are no data available lor use of Symbicort 
TurbunaJer in patients witmhepatic ofTeruaJMmparmeht:' •, 
As Duoesonioe and Jormoterol are primariy eflminaied via heoatic 




ose ^ 1 - • - 




Concomitant toeaunent with iiatoconaxqie or other potent CYPaW 4, 
inhibitors should be avoided. II this is rroPpossibre trie time interval " 
between administration of the tnteracting drugs should be "ait long as 
possible". mt" ■ ' • ,,; " n t. :.' '.•'■m-.'-vy- '< -i;.- i',.v . 

Symbicort JiwbunaJpr should be administered with caubon in 
patients with' jhyrotptfeosis, prweochroroocytoma, dlabaies nwDttus, 
untreated h'ypokalaemia, hypertrophic' obstrvcttve cardlcVnybpathy, 
idlopathJc subvalvutar aortic stenosis, severe hypertension. : 
aneurysm or other severe cardiovascular disorders, such as , . p 
ischaomic hear) disease,. tachyarrhythmias or severe heart failure. 

Caution sboukdije-obsarvad when treating padents with prolongation 
of Ihe 'QTc-in.terval. permoteroi .Itself -may induce prolongaUon o< the 

QTc-tniervaLv;^;.,/ ■ i* ■. .„>-• ,: • , . 

Poten^afl^sertpiis rjy^i^laemla may>es^li;.iYcjr)^hig'h' $osvf ■ erf' '■ "V 
be'ta^'agonutsfcohc^itanltraalr^^ drugs ^t>lch\car)' »nduce 
hypokaJaerrua may add lo-apoastble hypoluUaemid:VrlecVfmm'N 
doses ofaib«ta^goristiRajifa>jlai;;cauB^^ recommende<14p<.j: 
acute seven^asthroa'as-JheiMitKaatexM**^ . 
hypoxifc.TtHfcbypoJ^emjcjefle<^may>b* 
concomitant UaaJfrllor^wtbrw 

diuretics. It Is rfcornrnonded that jenirn potassium levels are 
monitored dWngtoabre^ 

As for all beta^agorBsUtVaddtttor«r*lb»d gluc^ ror^rolsT^ould-OB 
conacterBd.jn^b«tic'palwqt5. . . _ -„_ r .... 

Symbicort TunxrhaJer. contains lactose (<1 TngAThaiation). This . t 
a mount, does not notmally..causa problems iwiiactose IrrtderanUs^T..; 

peopfB, . i*.- ;&avi'j !nfc ■■ .-•."V.y. 1 .'^j.V.Jv«r."'. .:■ 



Interactions 



;»: * • -v.f„.;>; • *• <* 4 ij . ■ ■• . -, ••^«,o2 
Ketocooa»fe-2op n^.pnce.paJly increased plasriw l levels ; oV .. 
concomttantty.ac^TwisteriiTdora dpse.oj 3 mg).on 

average. sixrloU. When ketocot>«iQle,;Wa* adr«Wstere<j.J2.hours, -\ 
aiter bugosc^athe.con«n^Ucfl was.on average jncjea^d.thrae- 
fokJ. Information about this interaction is lacking lor inhaled . ... 
budesonide, but marked increases in plasma levels could be 
expected. Since data to give do sag a recornmondations ar,e, lacking,, • 
the combtnabpn^houid be avoided. It this fs not possible. tho.toi , . 
interval between administration* ol keloconaro'e and budeaoojde 
should be asJong as passibia. A reduction in the dose ai budesonide 
shouW alsobe considereb. Other potan\ inhibitors oJ : CYP3A* are 
also Ikely to markedly increase plasma levels of budesonide. , ..f . , 

BeU-adronprgtc blockers can weaken or inhibit the eflect of 

tormoterol. Symbicort TunxihaJer should therefore ndVbe gTven 0 ' 7 ^' 
together with beta-adrenergic 1 W<3ckers {Indoolhg -eye drops)' unless 
there are cc>tpell>ng'reas6ns^- .tw^nvt fiw-iw* .arsu».> • :* • .'v* 

Concomita^L i b^tm*m \^t^.a^ . 
phe^JKviQeC anl^is^'iniM^tM'ena^^^ ^baae. - 

lrv3ibiion J t. ( a"fid J^cjic.jnl^p.iasslves 'c^^Rr.oJor^gjW O^l^tecvat, . 
and lnweaije.|he gsk/oiyen^ i^r'I U w' v 

In addition L-Dopa. L-thyroxtna, oxytocin and alcohol can impair 

cardiac' tolerance towards p^^y^^^omlmetics;- "'* 

»• ;i " 'i-vji/fci,...- 

Concomitant treatment with mcMicamine.ox'idase^togjj^or^jpcKjding.. 
agents with similar properties such as furazolidone and. procarbaZinB 
may precipitate hypertensive reactions. 

There is an elevated risk of arrhythmiacTrt - patient* receiving r - ^ ■ ' " ■ 
concomitant anaesthesia with halogenaled hydrocarbons. . . . ;; 

Cc^omitam use o^'omer'MU-aa^o^QrgicdnJgycan'haVE'a"'■ ,l:cl ■'" 
potentially additive effect. . «■•*. 

l^pokajaemia may,increaso the disposition .towards arrhythmias, in 
patients who are treated with digitalis giyi^ides. 

Budesonide has hot been observed to interact with any other drugs 




motabofcsrn, an increased exposure can be expected In patients with 
severs tvcr cirrhosis. ■ ■■. . , .'. .. -v <. - q.' 

instruction* /or correct use of rurbuhafer; 1' , " 

Turbuhaler is inspiratory nowrdriven. which means that wheaJhe • 
patient inhales through the mouthpiece, the suostanca wifl. foHoyr -the 
inspired air into the airways. , J \'*" '" . 

Note: H is important to instryc*. the patient .. ^ ' ** 

. To carefully read the instructions for .use iathe patient Informadiori 

leaflet which is packed together wWeachViate? " S''.'."''.'^ 
• To breathe in lorcafuiry "and deeply through tbo'mourrtpiece to "* 

ensure that an optimal dose is deliveredto the lungs.' '*! '..'''/I'" , 
. Never to breathe out through the mouthpiece- '* • ,r ' : V t >"- 
. To ms« the mouth out with water arte/ inhaling the prescribed 

dote to minimise the risk of oropharynoeal thrush • • 

' .,;An; , . ' i*r - »v 

The paUent may not taste or leal any medication. when using • * * 
Turbuhaler due to the small amount of drug dispensed. 

• ■ 

Co ntra-indi cations.- * 

HypersansttMty to budasonide; lormoterol or Inhaled lactose- 

Special warnings and precautions for use 

it is recommended. that the dose is tapered when the treatment Is 

discontinued. • v. • • ■ 

If pabents find the, treatment inariecuve, or .exceed .the cwrteRfdose) 

of ttva ftx»d combination, medical atrntipn must be BowohL • "1 / 

"ncreasmg u$« orrescue bronchodilBtors indicates a WQrjor^.Dp^s 
the undartyinrj condttion and warrants a rewes'sm o nt of tha asthma _J 
trvonipyy5udoert and progressive > deterioration, tn control oi asthma . 
iTpWanttalry )lff threatening ano*ff>e patient should undergo urgent 
medical assessment. In thU^siruatjon'conod era lion shouid.be given 
to tha noed tor increased therapy with cortJcDeteroids or.additloaof 
systemic antiinflammatory therapy, such as a course pl.oroJ 
cortcosieroids, or antibiotic "treatment!! ?h Injection h present" 

There are no data available on lhe use of Symbicon Turbuhaier in \. 
I he treatment of an acute asthma attack. Patients should be advised 
lo heve-lh'elr -7etcue:n^ic4tk)n-avaJUbWBl*ajrUities.'' '■-•■wi 

A* with other Inhalation th»rapy, paradoxical bronchcape«n.m«y ; ,. 
o ccu r, with an immediate increase in wheezing attar dosing. II a 
seve/erfeacuon.occuapt/eatment. should beHeraasojuednind- .. ■ 
alternative, therapy instituted If necessary • , ,.r. ; ■ r,- ■ „; : 

Systemic attects may occur' with any'lnhai^d OTrtkratemtdv'' 
parucutarty at hloh data*, prescribed lor long periods. These ettects 
ere much lets likely to occur with inhalation treatment than with oral 
corticosteroid: Possible systemic ertecti Include »o>en•h;'"•' ■ 
suopresslon/growVrWtardVtiori in children and'actolescents/''- 
decrease 'm bone mineral density, cataract and giaucomi.lt is 
important, there tort, that the dose of inhaled corticosteroid is 
adjusted to the lowest dose at which effective control is maintained. 

Physicians should closely follow the growth of children and 
aoolescents lakingriong term corecoste/old* by enyj-oole, and weigh 
the benefits of.the corticosteroid thetapy agairwl the possibli risk, a! 
growth suppression..- •• .*••;* : 

tl then k any reason to suppose that adrenaJ (unction is impaired 
Iront previous s'yslemic steroid lherapy, can* should be taken when 
transtemno pariwiu.b? Symbicort Turtwhater thenvry. 

The benefits o!;iphaled budesohJils th^rap7 Wouk>nomiaJly minimise 
the need tor oral steroids, but pa&ents'transiemrkjtrom crt^'steroios 
may remain at risk- of Impaired adrena! reserve for a considerable 
time. Patients who have required high dose emergency 
corticosteroid therapy in the past may also be at rtsk. This posslbimy 
of residual sorerul impairment should always be ; bome in mintf in- ■ 
emergency and elective situations Hkety to produce sbm/and- ' ■ 
appropriate comcoiterotd treatment mustb* comioered. The extent 
of the adrenal impairment may require specialist advice before 
elective procedures. 

To minimise the risk of oropharyngeal Candida infection the patient 
should be Insiructed' to'rinse the mouth with water after ea'ch dosing 
occasion. 



used in tha,treatment o}, asthma. 



Pregnanqy.aod jactation 
For Symbrc.ort TjVtwhaier br the 'concomJujnt treatment with 



fbmnolerol and budasonrao, ho 



oata on exposed pregnancies 



nil 



are available. WirT^s^ies.J^respe^ fo repraXK^ive todcity oj ^ 
lhe oxhbinabc^hayt not t beep ^bmi'ed,,,. 1' ' ; : " 1 '!'*...",'. 

There are-no< adequate data frorn-useioftarmoterolin'pregnant'- '• 
women. Ir> artlmai studies fotmolerdl has'causad.adverse eflecxs in 
reproduciion^tDdlBS'atveiyhigKsyslBn^exposurB/lev w. .u' 

Data on,a^^rriximatojy,2(^.oxr^Bd ( pr^o/?. 
inCTeatod toratcjg^^' "]„.' '.' 

budesoniqla, ^inimal'studiei^uriOT been shown 

to nduce mallormabons. This is not likery to be relevant for humans 
given recommended doses. ' >'■■<' ■. * ; •">• • ..."•>'«.■••■ 

AnimaJ studios have ateo Wentined an involvement ot excess 
prenatal "glucocorticoids in increased risks {of.irtu^tBrihe growth 
retardation, adult cardiovascular disease and permanent changes in 
glucocorticoid receptor density, neurotransmitter turn over and 
behaviour at exposure* below the teratp^af^dosa range. „ „ ,. 

Diirmj; preonancy. Symbicon Turbuhaier should only be uswl whim 

the-beoefits outweigh the potenuaJ nsk£ The towest effective dose of 

bodeionjde needed lo -maintain adequate asthma' control should be 
u^e<^ ***•••.'* ;v, ■ • ■ .;r"i.;>« . i, • . ■•»•> . •' . « t ;.%, 

• t' ■ •■• ' . ■ " ■ % t. ' . tti . \ .• 1 » • 

It ii not known whether Jomioterol or budesonide-pestses Into hurnan- 
breasi'mitk. In ratt, wruul^mounu of formottrof have been detected 
in rnalema) mifk, Administrattore of Symbicqrt Turbuhaier, to women 
who .are breastfeeding ahould only be consldeceo il tr^e^xpected 
benefit to the mother is grpatec^ha/i any possible risk to the chrtd.. '.. 

... ' .. i SLJOart- .■ ' • v. ; . ( •"),, ,. > t i.. . 

Effects on ability to drive- and use-machines ■•• 
Symbtcort TurbyhateF does not affect the ability to drive or use 
machines*. 1 *»■*.». . 

, 4 t! vrl h irr.icU* ■ ■ ;••"» ^ it- . ■ 'j ■ 

Undesfrable'effects' »«•■•»■ "rr- *. « • u^.-^-xr 

Skwe^S)qrio^h^u7bTlheIercor^ both tjtlheebnide"-end * l " 
forrrxjt^^Vtartfe p«tto*rni-bI unc*s^rjio/i'*rlects aj- reported lor - 
theee^bstihcee ma^oc^f^ - ' 

reectena ; hau>bMn ? si^^plk3^^ 

^■{^VPV^'Jifi most.cowon'^njg;ifejK^-^ 
are phanj^otogic^V 

therapy, such.ai.tremor and pa]piU»crajThes>jend to be'mod and 
usualfyjdrsa^ipoat wllhin.a lew 'days ol treitmeot. .T'J,. . 

Adverse 'fe^c^cmrwhich'haviB been associaled with budasonioe of" 
,orm °M.»re.given betow.. . J; ,^ 

Commoiu- :«. C*ntrai nervous systmrv ■ Headache—. • 
(>1/100) , CardiavascijUr. system:. PaipiUbons-. ,,, . 
Wuscu/osJcavefa/ system: Tremor 
Rtspinlory tract . } CandWa-inleaions.^ thQ > 

, ' oroprwryhx'"mBci irriUtipq in 

the throat, coughing.""',, .* „ 
... ... hoarsenose , 

Uncommon CaroVo vascular systorn: Tachvcardia 

\~ *Khrtcuk}sfi*)9tal system- Muicla cramps 
'■ '• Centra/ 'nervous system: J, " f Agrbition, Vosnlassness; 
■iiu.ni > • -."' fwr v OUin e« ( neusoi, 

'* "' • " ' ■ ^'dizziness'; sl«ep ■ * : -' : ■• 



ii"- 



R-ni . . 'S*^. J ,V. ' 'Gtanthema,'. urticaria, 

Very rare undesirable effects. 'abnlie of which ere'ol a«potentielly 
serious nature include: 

Budesonide: Psychiatric symptoms such as depression, 
behavioural disturbances {mairuy m chhoren). s'rgns or symptoms of 
systemic glucocorticosteioio efteas (including hypotunction ot the 
adrenal gland), smmedSate or delayed hypersensitivity reactions 
(including dermatitis, angioedema and bronchospasm), bruising. 



disturbances 
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